rogure.
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ﬂCT 9 2008
S10(k) Summary: \
‘This summary of safety and eﬂ'ectxveness is prowded as part of the Premarket
Notification in comphance with 21 CFR, part 807, Subpart E, Section 807.92 using FDA
- Guidance Document: “Information for Mantfacturers Seeking Marketing Clearance f‘or _
Ultrasound Systems and Transducers” September 09 2008.

ThlS submisgsion mcludes the addttlon of M-Mode Capabnhtnes and an Endocav;ty probe
(for Transvaginal and Transrectal Imaging) to the Voyager Compact Imaomg System
(K050551)

jCo_nipany 'Name: ‘ ~ Ardent Sound Inc. o
Company Address: .33 S. Sycamore Street
Mesa, AZ 85202-1150 USA
Corresponding Official: Deborah Van Gorder
- ‘ 7 Quality Specialist
E-mail: ' d.vangorder@ardentsound.com
Telephone: . 480:649-1806
Facsimile: - 480-649-1605
Date of preparation: March 18, 2009

2) Name of the device, including the trade or proprietary name if appllcable, the
common or usual name, and the class:ﬁcatmn name, if known:

C,ommon/Usual Name: - Diagnostic Ultrasound System with-Aeeessories

Proprietary Name: Voyage'r Compact Imaging Device

Classification: Regulatory Class II
Rev:ew Category: Tier 1I
21 CFR# Prod. Code
Ultrasonic Pulsed Echo Iraging System = 8921560 PC 90-IYO
Diagnostic Ultrasonic Transducer 892.1570 PC 90-ITX

33 South Sycamore Street « Mesa, Arizona 85202 USA - Tel: 480-649-1806 + Fax: 480-649-1605



Substantial equivalence claimed to:

Trade Name Manufacturer 510(k)

Tringa 508 Pie Medical K020112
AUS Esaote K980468
AUS3D Esaote K000681

The Voyager is of comparable type and substantially equivalent to the legally marketed
Pie Medical 50s Tringa, Esaote AUS5 Ultrasound Imagmg System AUS with 3D Imaging
Mode. It has the same technology characteristics, is comparable in key safety and

effectiveness features, and all its intended uses and operating modes are available in the
predicative devices.

Description:

The devices referenced in this submission represent a highly portable, soﬂware-
controlled, diagnostic ultrasound system with accessories. This submission does not
include technology or control feature changes or deviations from indications for use
different from those demonstrated in previously cleared devices, inclusive of the
predicate devices so claimed.

The devices included in this submission are as follows:

Voyager Ultrasound System utilizing as hardware and firmware an ultrasound
engine contained in a very small in- lme enclosure with only an ‘image-freeze’ control
button;

A probe, C-4, of a mechanical configuration providing a single crystal sector
scan, or M-mode operation, at an ultrasonic frequency of approximately 4 (+12%) MHz,

A probe, C-10, a mechanical configuration providing a single crystal sector scan,

“or M-mode operation, at an ultrasonic frequency of approximately 8.0 (+20%) MHz;

A probe EC, a mechanical configuration providing a single crystal sector scan, or

M-mode operation, at an ultrasonic frequency of approximately 8.0 (+20%) MHz.

Probe Cable
™= & Plug

Fiter |[BX__ 3

L B

TPV, ) S—
Posifion ] R
. Sensor | ‘ .

Wet Module

Voyager Probe

I’.’Ja&e 'T* O’S‘



Software abie to reside in a laptop inclusive of a non-rﬁetrological 3-D 1mage rendering
capability and, a means to enable the use of needle guidance techniques on each probe

model.

Patient Contact Materials:

The following certified patient contact materials are unchanged in formulation and
processing remaining FDA compliant. Declaration of Conformity, section 1.7.3.

Biocompatibility data to be maintained in the Design History File, under Documentation’

Control.
Trade Name  |Generic Malerial Biocompatibility data
Complies with FDA Regulation 21 CFR
DOW 732 Muti- 177‘.2600 fnr_ mvtldcntal ccmi_act W:lth foed.
Purpose Sealant ISilicone Flast National Sanitation Foundation List 51, for
e e amet ditect food contact, and List 61, for use with
potable water. Recognized under UL
QMEZ2 / 510(k) K003479
Complies with FDA Regulation 21 CFR
HDPE Polyethylene, High Density  |177. 1520 for incidental contact with food.
Technical Data located in DHE.
Biocompatibility tests performed by
NamSA, Material pagsed all ISO-10993-1
RP-6405 Polyurethanc Hardener FDA Requirements. Copy of results
maintained in DHEF. 310(k) K924458
Biocompatibility tests performed by
g 1093,
RP-6401 Polyurethane NamSA, Material passed alt ISO-10993-1

FDA Requirements. Copy of results
maintained in DHE. 510(k) K924458

jCoaxiat Cable

Medical Grade PVC

Coast Wire & Plastic Tech,, Inc.
Manufacturer certifies [SO-10993-1 FDA
Compliant #60-0600-24.Technical Data
located in DHF

Absyiux

ABS Acrylonitrite-butadiene-
styrenc

Wesllake Plastics Compangy Manufacturer
certifies ISC- [0993-1 FDA Compliant #60-
0600-24. Technical Dafa located in DIF

FullCure 720

Acrylic-based photpolymer

Objet Geometries, Ltd. Manufactures
certities [SO-10993-1. Technical Data
located in DHF

SterAlloy 2463

Urethane

Napeo, Ine. Manufacturer certilies [ISO-
109931 Techcal Data located in DHF

RentCast-6400-1

Urethane

Huntsman Advanced Malcnals Amernica
ertifies [SO-10993-1. Technical Data located
wn DHF
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Voyager complies with the following standards:

a) FDA Standards #: 12-66 — AIUM “Medical Ultrasound Standard”, Dated 06/01/2004

b) FDA Standards #: 12-105 — NEMA “Acoustic Output Measurement Standard for Diagnostic
Ultrasound Equipment”, dated 09/01/2004

¢} FDA Siandards # 12-139 - AIUM “Acoustic Output Measurement Standard for Diagnostic
Ultrasound Equipment”, dated 03/31/2006

4y FDA Standards #: 12-182 — IEC “Medical electrical equipment - Part 2-37: Particular requirements for
the basic safety and essential performance of ultrasonic medical diagnostic and monitoring equipment”,
dated 07/31/2008

e) FDA Standards #: 54: IEC 60601-1, Part 1: General requirements for safety.

f) FDA Standards # 5-35: IEC 60601-1-2, Part 1: General :equiremcn[s for safcty, 2. Coliateral standard:
Electromagnetic compatibility - Requirements and tests.

g) FDA Standards # 541 IEC 60601-1-4, Part | General requirements for safety, 4. Collateral standard:
Programmable electrical medical systems. '

h) FDA Standards #: 2-98: 18O 10993-1:2003, “Biological Evaluation of Medical Devices — Part I
Evaluation and Testing,”

Intended use:
The intended uses of this system and its accessories are as follows:

Imaging, using B-mode, M-mode: Fetal, Abdominal, 3-D Visualization (non-measuring),
Small organ (thyroid and breast), Musculoskeletal (Conventional), Peripheral Vessel,
Transvaginal, Transrectal and Needle Guidance.

Summary of technological characteristics:

There are no technological characteristics or features or indications for use in this
Submission that are not previously evaluated and approved in the predicate devices, nor
are there such technologies, features and indications for use not commonly used in the
practice of diagnostic ultrasound.

Testing: .

The Voyager Ultrasound System and its accessories are designed for compliance to all
applicable medical devices safety standards, as referenced above. Prior release for
manufacturing, all such devices, so designed, are tested and determined to be in full
compliance with acoustic output, biocompatibility, cleaning and disinfection
effectiveness. No additional clinical testing is required, as the indications for use are not
a novel indication as shown by the predicate devices in Section 1.5. The additional mode
of operation for this system is M-mode. The additional probe is the EC endocavity Probe
for Transvaginal and Transrectal imaging with non-measuring 3D and Needle Guidance.
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Acoustic Test Result Summary:

Ispras | TIType 1 Ias@MI
rone ot TIValue | MI | [imﬁm
C4 15.8 TIS 0.05 |0.30 213
C10* 27.7 'TIS 0.01 | 045 99.7
EC* 27.7 TIS 0.01 | 045 99.7

* C10 and EC Probes utilize the same transducer crystal Configuration

Conclusion:

Ardent Sound, Inc. believes that the acoustic testing, conformance to the standards listed
herein and Ardent’s compliance to 21 CFR 820 Good Manufacturing Practices, both
confirm and ensure the substantial equivalence with respect to safety and effectiveness to
the predicate devices identified.
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:Qf -'/(c DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service ‘

Food and Drug Administration
10203 New Hampshire Avenue
Document Control Room —-W0O66-G609
Silver Spring, MD 20993-0002

Ardent Sound, Inc. : oct - 9 2009
c/fo Mr. Mark Job

Responsible Third Party Official .

Regulatory Technology Services LLC

1394 25" Street, NW

BUFFALO MN 55313

Re: K092182
Trade/Device Name: Voyager Compact Imaging Device
Regulation Number: 21 CFR §892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: I
Product Code: IYO and ITX
Dated: September 28, 2009
Received: September 29, 2009

Dear Mr. Job:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the Voyager Compact Imaging Device, as described in your premarket notification:

Transducer Model Numbers

C4 Probe " C10 Probe EC Endocavity Probe, Transvaginal and Transrectal

If your device is classified (see above) into either class I1 (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to'898. In addition, FDA may



publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your prémarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CEFR Part 801), please
g0 10 hltﬁ://wWw.fda.govaboutFDA/CentersOffices/CDRH/CDRHOfficesfucm_1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s} Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www .fda.gov/MedicalDevices/Safetv/ReportaProblem/default.him for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Mr. William Jung at
(301) 796-5790. '-

Sincerely yours,

Janihe M. Morris, Director (Acting)
Division of Reproductive, Abdominal,

and Radiological Devices
Office of Device Evaluation -
Center for Devices and Radiological Health

Enclosures
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Dxpezment Me.: 33350004
Db 18 Marsl: 2000 Ruvisiog -

Yaogapar Compuce Tmagieg Dovires AgiiEln of -2 dnd Enircceiy Frops
510ik} Premarket Submission

Pipe 100l 97

Indications for Use Statement O3

S160k) Mumber (1 Koown): KO50551 (Previouws Clearance: B-Mode, Needle Guidanes, 3D(uane
measuring ) tinaging on ithe C4 and €10 Transducers)

Deviea Name: Yoyaper Compact Imaging Device

Tadicetion for Use:;

The infendad uses ol lhrs avstcm andl i accessolies are as follows:

Evalvating "—':-Gﬁ' TLRSIJE‘ b}f TTlh ‘lkmllld Tmaging, nging, B-mades md Mamode: Tor FLl}]] Ahdnmlmﬂ
31 Vignalization (non-measuring), Small orgen {tl.lwmd and breast), Muscaloskelctal

{Conveilional), Periplieral Vessel, Trensvapinal, Tranzicéal acd Necdlz Guldance.

[0 {4 Newlle Gade Sracket'Kit {ReusableDispasablc) uscs kit K9731958
' 4. Drsinfect ar Starilize per Protek Medical Specificazions
2. CH Needbe Guide Bravke/Ki (RewsobleThsposable) nues kit K973958
a. Disinfect or Sterilize per Protek Medieal Spocificaions
3. ECNesdle Guids Kit {Disposable) uses kit KO71722 & KoT1113
a. Slerle Needls Guide ’
b, Sterile Gel
¢ $erile Frobe Cover {(Now-latex)
4, EC Noedle Guide Kir (Reusable) uscs Kit K971722 & K971
a Disintect or Sterilize por Protck Meodical Spocifiesinns

Pruseription Usz ‘J

AngdsOr Chver the Counter Use

(21 CFR Part 801 Subpart D) {21 CFR Part 801 Subpart €}

(PLEASE DO NOT WRITE BELOW THIS LINE CONTINUE CN ANOTHER PAGE 1 NEEDEL)

Conenirence of CDRE, Offiee of Iy Vi Diagnacstie Devige Ryalnation, and Safcty {OTVD)

Wivislon Sign-OfF

Oftice of In Virre Diagnostic Device

Fezlugtinn and Satoty

HOE)

Avcont Sound, T,
i3 SAS:.;tleTLt}T_E Bl Maxd AY, NSIUT

ivision Sign- bff)
Division of Reproductive, Abdominal,

and Radlologlcal Dewc »K GI Q{ ? ,l_

510(k) Number

ARDENT SOUND, INC. + 33 §. Sycamore St. » Mesa, AZ 85202 USA .

Fm. 9995-0035

Tel 480-649-1806 » Fax 480-649-1605

?oL:jQ Lod X
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Appendix 1.
Indications for Use System Chart

Pravious 510 (k) Nurrber K050551 (Previous Clearance: B-Mode, Needle Guidance, 34 (non- measunng) imeging on
the C4 and C10 transducers)

Intended Use: Intended Use: Evaluatimg Tissue-by Ultrasound Imaging, using B-mcde, M-mode, & combined
BM-mode  (non-simultanecus) @cnptim Use Only \
System: Voyager Compact Inmaging System Transducer: €4, C10, EC
Clinical Application . ) Mode of Operation
. Combined (Specif Other*
(Trﬁi{“‘l”rglnm {Trfg‘(’:'f‘f& 3 ' B | M |[PWDICWD DS;":'I; B&M-Moécsl? nony—) (Specify)
simultaneous Imaging 3D
Ophthalmic |[Ophthalmic . !
' Fetal N N

Abdominal PEEN ' N

Intra-operative {Specify)

Intra-operative (Neuro) T
: Laparoscopic B

Pediatric

Small Organ (Specify),

&5

Breast, Thyroid !

Neonatal Cephalic [ .

Adult Cephalic _ ' i

Trans-rectal N | N | N N

Trans-vaginal N | N f N N

—1

Fetal Imaging |Lrans-urethral

& Other  |Trans-esoph. {non-Card.}
Muscuto-skeletal (Conventionai) i@ N
Musculo-skeletal (Superficial)
Intravascular
Other {Specify) Needle Guidance| **
Cardiac Adult
Cardiac Pediatric
Intravaseular (Cardiac) _
Trans-esoph. (Cardiac) [

Cardiac

Intra-cardiac
Other (Specify)
Peripheral _ [Peripheral vessel BN

Vessel Other (Specify) |

N =new indication; P = previously cleared by FDA; E = added under this appchdix
* Examples of other modes of operation may include: A-mode, Amplitude Doppler, 3-B Imaging, Harmonic [

ging, Tissuy
Doppler, and Color Velocity Imaging

** Previously cleared by FDA (K050551) in B-Mede. New Submittal for EC Probe.

(Divisiop g,gn -Off) S
ARDENT SOUND, INC. « 33 §, Sycamore St, » Mesa, AZ @Y@Z@&&Repmducnve Abdmeal
Tel 480-649-1806 » Fax 480-649-1605 and Rﬂdmlog]ca] Device

510(k) Numbsr_ %s ‘71[ gZ—

Fm. 9995-0035




‘Appendix 1:
Indiecations for Use Probe Chart, C4 Probe

Previous 510(k) Number: K0S0551 {Previous Clearance: B—Mod;a, Needle Guidance, 2d (non-measuring) imaging on
the €4 and C10 transducers) : '

Intended Use: Intended Use: Evaluating Soft T:i.s? mcmdfﬁ:ﬁ%&g{ﬁg_:u?fﬁg:&@e, M-mxde, & combined
R

EM-mode  (non-simultanecus) For Prescriptiom Use Oniy
System: Voyager Compact Imaging System . Transducer: (4 Probe
Clinical Application - [Mmle of Operation B
. ‘ ) _Combined (Specify) Other*
General Specific Color . .
(Track 1 Only) (Tracks 1 & 3) B | M [PWD[CWD Doppler B&M-Modes, nm.l-s:multaneaus (Specify)
- imaging 3D
Ophthalmic  {Ophthalmic
N Fetal _ P N ] N ‘
Abdominal “P3 N [ N [
intra-operative {Specify)

ilntra-operative {Neuro)

‘ ILaparoscupic

{ - |Pediatric

Small Crgan (Specify),

Breast, Thyroid

Neaonatal Cephalic

Adult Cephalic

Fetal Imaging Trans-rectal

Trans-vaginal

& Other Trans-urethrai

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)-

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) Needle Guidance  {{3B3

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac) } ]

Cardiac  |intra-cardiac . |

Other (Specify)

Peripheral  |Peripheral vessel

| Vessel  [Other (Specify)

N = new indicatigm; P = previou
* Examples of other modes g

cleared by FDA; € = added under this appendix
gration may include: A-mode, Amplitude Doppler, 3-D Imaging, Hammonic Imaging,
gt Velacity Imaging

| (Division Sign-0ff) /N 7

Division of Reproductive, Abdominal, . | (x‘&e 3 Uf. 5

and Radiological)?evi es
042 gDENT SOUND, INC. « 33 S, Sycamore St. * Mesa, AZ 85202 USA B
510(k) Number b5 Tel 480-649-1806 « Fax 480-649-1605
Fm. .9995-0035 ’




Appendix 1:
Indications for Use Probe Chart, C10 Probe

Previous 510 (k) Mumber: K050551 (Previous Clearance: B-Mcde, Needle Guidance, 3d {non-measuring! imaging on
the C¢ and C10 transducers)

Intended Use: Intended Use:‘,Eva-lua.t'iiﬁk_?;“'SE)”fE"'*I"i%"éﬁ'é”B?*EH&t—msmu{Iﬁ‘aging, using B-mode, M-mode, & carbined

BEM-tode (m—sinulta.necnaf For Prescription Use Only—" '

System: Voyager Corpact Imaging System with M-Mode Transducer: C-10 Probe
Clinical Application " Mode of Operation
- ' Combined (Specify) Other*
(Tr;;cekn‘? rg:'lly} (Trgsi?: t1m:;. 3) B M PWDCWD D(c::;[:l;r B&M-Modes, non- |(Specify)
. simultaneous Imaging 3D
Cphthalmic  [{Qphthalmic
Fetal
Abdominal

Intra-operative {Specify)
Intra-operative {Neuro)
Laparoscopic

Pediatric

Small Organ (Specify),

2

Breast, Thyroid 7
Neonatal Cephalic i_,.__,
Adult Cephalic ) )
Trans-rectal '
Trans-vaginal : I
Fetal Imaging Trans-urethral

. . |Trans-esoph. {(non-Card.y b
& Other  |Musculo-skelstal (Conventional)  |TR.LJ | PR
Muscula-skeletal (Superficial) ’
Intravascular

Other (Specify) Needle Guidance  |£B32)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
{Trans-esoph. (Cardiac)

Cardiac Intra-cardiac )
Other (Specify) o
Peripheral  |Peripheral vessel =

Vessel  [Other (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix
*Exa ples of other modes of operation may include: A-mode, Amplitude Doppler, 3-D Imaging, Harmonic Imaging,
issug d Color Velacity Imaging

(Division SignOff) ha - o Pa\‘F “4 GS—S
Division of Reproductive, Abdominal,
and Radiological Devices ARDENT SOUND, INC. » 33 S, Sycamore St. « Mesa, AZ 85202 USA

Tei 480-649-1806 - Fax 480-649-1605 -
510(k) Numbgp,. 21?2“



RDENT

‘Appendix 1:
Indications for Use Probe Chart, EC Endocavity Probe, Transvaginal & Transrectal

L
Previcus 510(k) Mumber: K0S0S51 (Previcus Clearance: B-Mode, Needle Guidance, 3d (non-measuring} imaging on
the C¢ and C10 transducers)

Intended Use: Intended Use: Bzaluéting Soft Tissue.by Ultragound Imaging, using B-mode, M-mode, & combined

System: Voyager Compact Imaging System with M-Mode Transducer: @ EC Endocavity Probe, Transvaginal and

Transrectal

Clinical Application Mode of Operation
. Combined (Specify) Other*
General Specific Coler .
B! M [PWDICWD B&M-Modes, non- {Specify)
(Track 1 Only) (Tracks 1 & 3) BDoppler simultaneous Imaging 2D
Ophthalmic  [Qphthalimic . ‘

' Fetal . N | N o N N

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic |~
Pediatric [
Small Organ (Specify},

Breast, Thyroid
Neanatal Cephalic
Adult Cephalic ]
[Trans-rectal N . ‘
Trans-vaginal N | N ] N N
Fetal Imaging [Trans-urethral ' '

: lTrans-esoph. (non-Card.)

& Other  [Musculo-skeletal (Conventional)
Musculo-skeletal (Superficial)
Intravascular .

. Other. (Specify) Needle Guidance N
Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac) .
Intra-cardiac ] ‘ ‘ i
Other (Specify)
Peripherat  |Peripheral vessel
Vessel Other (Specify)

=z
=
-

N = new ipflication; P = previously cleared by FDA; E = added under this appendix .
* Examplgs of other mog @fOperation may include: A-mode, Amplitude Dappler, 3-D Imaging, Harmonic Imaging,

clor Velocity Imaging

— DN Do pPRge s o §
(Division Sign-()ff)“ 1 ' '
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